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REMARKS 

Claims 7 andl 0 ar c now pending. Claim 7 is independent Claims 1 , 6 and 8- 1 0 
have been cancelled. 



Section 1 12. first paraaraph rejection 

Claims 1 0-1 1 were rejected under 35 USC 1 12, first paragraph as failing to 
comply widi the written description requirement and, specifically, slates that "the 
specification docs not adequately disclose a blood (low passiigeway through the partial 
helical shape as recited in the claims". 

Applicants respectfully traverse the Section 1 1 2 rejection as to remaining 
dependent Claim 11. Spcci llcaily, Applicants submit thai the subject matter of Claim 1 1 
is supported by the disclosure of the application as filed. As noted in MVLiP 2 1 63 .02, "an 
objective standard for determining compliance with the written description requirement 
is, 'does the description clearly allow persons of ordinary skill in the art to recognize that 
he or she invented what is claimed' ... .an Applicant must convey with reasonable clarity 
10 those skilled in tlie art that. . .he or she was in possession of the invention, and that the 
invention, in that context is whatever is now claimed". This section continues, *'the 
subject matter of the claim need not be described literally (i.e.. u.sing the same terms or in 
haec verba) in (irder for the disclosure to satisfy the description requirement". 

Applicants respectftiUy direct the Examiner at least to I'igures 2 and 6, and to 
page 1 1, lines 9-12 and page 12, lines 16-21, which are believed to provide the requisite 
written description to support Claim 11 and to satisfy the requirements of Section 112, 
first paragraph. Reconsideration and withdrawal of the Section 1 12 paragraph rejection 
arc respectfully requested. 
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Section 103fat rejection 

Claims 1 and 6-11 were rejected under 35 USC 103(a) as being unpatentable over 
US Patent 6,033,383 (Ginsburg '383) in view of UvS Patent 5,624,392 (Saab) and US 
Patent 5,899,899 (Arlcss et aJ.). 

Specifically, the rcjeetion takes the position that "Gmsburg teaches all of the 
limitations of the claims" except (1) remrmngfluid to a chiller; (2) providin^ia coaxial 
catheter; (3) imulating the supply lumen; (4) the heal transfer element beinfj metallic; 
arul (5) the heat transfer element being helical. 

The Action then relies upon Saab as teaching "a coaxial structure", providing "a 
chiller that recycles spent heal transfer Huid" and "to insulate the supply lumen to prevent 
ct«)ling of tissue not intended for treatment located in close proximity to the device". 

iMnally, the Action relies upon Arlcss as teaching "a metallic heat transfer 
element" and a "helical heat transl'er element". 

The Action concludes that *'i t would be obvious. . .to combine the alleged 
teachings of Arlcss and Saab with the alleged teachings ol'Ginsburg to ''pruvide a means 
of dillerential heating, to reduce the amount of Ruid ased by mcycling lluid and to 
prevent tliermal treatment of tissue not intended for treatment" and to "enhance heat 
transfer capabilities". 

The outstanding rejection, as applied to remaining Claims 7 and 10, is respectfully 
traversed and reconsideration is requested. 

Claim 7 is directed to a cooling apparatus that includes a circulating unit adapted 
for chilling and circulatmg a nuid, a nexiblc elongated catheter and a Hexible tubular 
outer catheter body on the catheter. A flexible, insulated, supply tube is located within 
the outer catheter body, a proximal end of a central lumen of the supply tube being 
connected in fluid flow communication with an outlet of the circulating unit. A return 
lumm is located within the outer catheter body, and suhstantiallv surrounds tht, fl uhi^ 
supply \ub^ , a proximal end of the return lumen being connected in fluid flow 
communication with an inlet of the circulating unit. A flexible heat transfer element is 
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mounted to a dislal end of tlic outer catheter body and has a partially helical shape to 
increase the .surface area available for heal transfer. "Hie fluid supply luht^ c^om pHxi:^^ n 
wall having insulating iyroverties lo reduce heat iransfer from said return lumen tn xni^ 
central lumen of said fluid supply tuhe. . 

Ginsburg; is directed to a temperature regulating catheter in which a "liquid 
medium in introduced into a lumen. [and isj altered while passing through the 
temperature altering region" (sec Abstract) so that it may be "delivered to the target 
location while the fluid is within the patient" (col. 1, lines 9-1 1 ), As acknowledged in the 
Action, Ginsburg fails to teach or suggest ( 1 ) providinf; a coaxial catheter, and (2) 
insulating the supply lumen. 

The Actitm relies upon Saab as providing a teaching of each of these elements. ' 
However, Applicants again respectfully submit that Saab does m)t teach or suggest 
Applicants' claimed "return lumen... substantially surrounding a lluid supply 
tube,... wherein said fluid supply tube comprises a wall havinv insulatinii properties to 
reduce heat transfer from said retu rn lumen to said central lumen of said fluid supply 
tube ". 

Rather, the specilk section of Saah noted in the Action, col. 1 1, lines 27-.^4, 
describe (hat "multiple lumens inside catheter tube 12 could be used to circulate a 
cryogenic fluid while sleeves 14 and 20 contained a heatin$^ fluid to Insulate adjacent 
tissue akmg the length of the catlieter except for the disial end beyond the end of sleeve 
20". The Office Action even states only that Saab discloses '*to insulate the supply lumen 
to prevent cooling of tissue not intended for treatment in close proximity to the device" 
(emphasis added). 

The cited section of Saab relies upon a heating fluid to insulate "adjacent tissue 
along the length of the catheter except for the distal end beyond the end of sleeve 20 
and docs not provide a teaching, or even a suggestion, of Appliciints claimed fluid supply 
tube comprising a ' 'having insulating properties '^, to reduce heat transfe r from 

said return lumen to said central lumen of said fluid supply tube . 

-6- 



Received from < 90851 87795 > at 9/1 8/03 2:27:47 PM [Eastern Daylight Time] 



Sep-18-03 OZilBP Mayer-For-tkor-t&Wi 1 1 iamsPC 90S518779B P. OB 



Patent 
09/78S;243 



Again, the structure recited in independent Claim 7 acts to "reduce heat transfer 
from the return lumen (thai substanlially surrounds the fluid supply lube) to the ccniral 
lumen of said fluid supply tube" - this clement is not taught or suggested by Saab';^ 
alleged teaching of "preventing cooling of tissue in close proximity lo the device" by 
having "sleeves 14 and 20 contain a heating fluid". 

The tjjnshurg and Saab references pJainly fail lo suggest the claimed combination. 
Applicants tlicrcfore respccifully submit that independent Claim 7 is patentable over any 
combination of teachings of Oinsburg and Saab, and the rejection should be witlidrawn. 

Dependent Claim 1 1 is believed to be clearly patentable Ibr all of the reasons 
indicated above with re.spect to Claim 7, from wliich it depends, and even further 
distinguishes over »he cited references by reciting additional limitations. 

Since the Applicants have fiilly responded to each rejection set out in the OfFicc 
Action, it is respectfully submitted that in regard to the above remarks that the pending 
application is patentable over the art of record and prompt review and issuance i.t 
accordingly requested. Should the iixaminer be of the view ihat an interview would 
expedite consideration of this Amendment AAer Final Rejection or of the application at 



Received from < 9085187795 > at 9/18/03 2:27:47 PM pstem Daylight Time] 



-7- 



Sep-18-03 02 t IBP Ma^^er-For-tkor'-b&Wi n iamsPC 90SB187795 



P.09 



Patent 
09/785,243 



large, request is made that the Hxaminer telephone the Applicants* undersigned attorney 
at (908) 518-7700 in order that any outstanding issues be resolved. 



Respectfully submitted, 

Karin 1.. Williams Registration No. 36,721 



Certificate of Facsimile Transmission 

1 hereby ccrlify that this document and any 
document referenced herein has been 
transmiitcd via facsimile to the US Patent and 
Trademark Office at (703) 872-9303 on September IX. 



Karin L. WHli ams. Re&. No. 36.721 



(Printed Nanie of Person Mailing Correspondence) 
(Signature) 



Please Continue to Send All Correspondence to: 

Mark D. Wieczorek 
Innercool Therapies, Inc. 
3931 Sorrento Valley Blvd. 
San Diego C A 92121 
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